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The ACR created a mudtidisciplinary blue ribbon panel to address critical issues in MR safety. Initialy publithed in in the
American Journal of Roentgenciogy in June 2002, updated in May 2004, and then markedly sxpanded and updated in
March of 2007 (for June, 2007 publication in the AMNR), the ACR Guidance Document for Safe MR Practices: 2007
addresses numerows MR safety related topics, such as:

Sratic magnetic field-related

SEues such a3 translational and rotational forces on ferromagnetic materials

Time-varying magnetic field-related issues such a3 induced voltage, auditory considerations, and themmal Bsues

Personnel qualifications and rasning
Sie aCoess restrictions
Pregnancy-related issues
Guidelines on claustrophobia, anxiety, sedation, analgesia, and anesthesis

Conftrast agent safety, including an entire new secticn and recommendations regarding Nephrogenic Systemic Fibrosis
renal disease patients, and gadoliniuem administration

An entirely re-written section on the safety of MR scanning of device patients, such as patients with cardiac
pacemakers, implanted suto-defibrillators, &tc

MR siting consideralipns

Emerngency preparedness planning
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Patient Care and Safety

Safaly, Ed ition. and Research — Frank Shellock
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© vNO need to register, FREE to all site visitors
:,llnformation for all aspects of MRI safety

vThousands of implants/devices tested, including 3-Tesla
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3.0-Tesla MR Safety Information for'

Implants and Devices

AccuRx Constant Flow Implantable *

Pump and Duracath Intraspinal
Catheter

Acoustic Nolse and MRI Procedures

Actipatch
Activa [Neurostimulation) System
[(Medtronic, Inc., Minneapolls, MN)

Alsius Intravascular Temperature
Management

Aneurysm Clips

Baha, Bone Conduction Implant
Bloeffects of Gradient Magnetic

Flelds

Bloeffects of Radiofrequency Flelds '

Bloeffects of Static Magnetic Fields

Markers and
Dawvices
Body Plercing Jewelry and MREI
Safety
Bone Fusion (Spinal) Stmulator
BRAVO pH Monitoring System
Breast Tissue Expanders and
Implants
Cardiac Pacemakers and

Implantable Cardiovertér
pefbrillators (ICDS)

Cardlovascular Cathaters, Othear

Catheters, and Accessories

Carotid Artery Vascular Clamps

Miscellaneous Implants and
Devices

“Misslle Effect™ Accidents and
Prevention

Monitaring Patients in the MR
Environment

MRI Contrast Agent Safety

MRI Contrast Agent: Magnevist -
Product Insert Information

MREI Contrast Agent: MultiHance -
Product Insert Information

MRI Contrast Agent: Omniscan -
Product Insert Information

MELI Contrast Agents and Advérse
Reactions

MRI Contrast Agents and Breast
Feeding Mothers

MRI Contrast Agents and
Héphrogeénic Systeémic Fibrosis
[(N5F)

MRI Contrast Agents amd
Mephrogenic Systemic Fibrosis
(N53F): Review Article

MRI Contrast Agents and NSF:
Websites and Links to Obtain
Current Information

MRI Contrast Agents and Pregnant
Patients

MRI Information for Patients




v Help Increase awareness of MRI
safety issues

v Update and add information
Including links to FDA website



Shellock FG, Kanal E. MAGNETIC RESONANCE: BIOEFFECTS,
SAFETY AND PATIENT MANAGEMENT. Raven Press, New York,
1994 and 1996; 7Two editions

Shellock FG. GUIDE TO MRI PROCEDURES AND METALLIC
OBJECTS: UPDATE 1994. Raven Press, New York, 1994 - 2001;
Seven editions

Shellock FG. MAGNETIC RESONANCE PROCEDURES: HEALTH
EFFECTS AND SAFETY. CRC Press, Boca Raton, FL, 2001.

Shellock FG. REFERENCE MANUAL FOR MAGNETIC RESONANCE
SAFETY, IMPLANTS, AND DEVICES: 2004 EDITION. Biomedical
Research Publishing Group, Los Angeles, CA, 2002 to 2011,

Ten edrtions, new edition each year
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Summary — Role of the FDA

Sponsor MRI safety workshop or other meeting

Conduct research to identify areas that are problematic
or that need improvement

v Advise and educate the MRI community (i.e., like paper
from Hardy and Welils)

v Develop in-house standards for MRI labeling and
disseminate to all FDA reviewers

M
v Help to increase awareness of MRI safety issues

v Update and add information and links to FDA website



Thank you!



